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CONtA P!:SO*: Marlon 0 Rid:"

D*ATE SuMMARiY PRLPAREZ; Jantiary 1fs, 2W8~
TRADE OR P*OPRlTARY D't¥ NAME Echelon T7ftanium Hip System

COMMON OR USUAL NAME Prostrewe Hp Joint Syswerm-Porous Femoral Slern
CLSWP NAME ,Am WOW 21 CFR 888 335.B H-ip Joint Metal/Po ma/Metal Semi

C-strained Perous:Coaled Uneri1need Prosthesis - Class 1l

21 CFR 888,350 Hip Join( Meta-Potymer Serni-Consirairwid

Cemented Prosth.sis - Class I

2. CFR 888 3353 Hi c4n[A MetaUCeramtirP/ymer S¥nFi

Constrained Class I1

2. CFR 78,.3300 Surgical Mesh ,. Class H

PROoC'T COO AND PANEL COM Ort.edi V;; 8'7 / LN/ MBL./ ME / VJD/ JDJ

DE[E INORMAfn:
ALINTENDED USL~

The Echelon Ti'anum. i-ip System is irndicaled for I.id~iduais undergoing pnrriary and revision surgey

where other trealments or devices have failed in rehabillfal ni his damaged as a TOSult of trauma or

noninflammatory degenerative 'int diseasa {IDJDt or an oaf ilss o..'te dia.osea ol

osteoarrti, avascular nrosis. trauIina a:thrdhs, slpped capital epiphysis, fused hip, frxtufe 0
the peMs, and diastrophic variant.

Hip components are al" indicated for IManmatory d-eneratye pini dow-, se incleding rheunlaid.

arthritis, arthritis secondary to a variety of diseases and anomalies, and congeni al dysplasia:; old,

remote osreomyelits with an extended drainage-fre* period, inwich case, the patient should be

warned ot an above normal danger of nfction postoperativm; tVments of rm'~ron, temora'l r~;:k

fraciure and trochanteric fractures of the p mat femur with head involvement Owl are

unmanageatAe using other techniques; endoprosthesis, te'rcr coteotmy , or Girdlostone res.cfion;

fracture-disiocation of the hip, and trredtn of deformityil

The Echelon Titanium Hp System is intended k~r Ong use o ly and imrplanted wilhout bone camentL

DEMC[ rSRiITON:
The body of te Ecleon Titanium Hip: 5ystem te-mral stems is similar in shape to the :Antkology Hip

Stem as previously cteared under premarket notification KO52792 The ma etia, porous coe ng and

surface finish of the Echelon Titanium Hip System femoral stems we identical to the : f.qgy Hip

Stem 1K052792). The Ech:on Titanium Hip System f.moral stems are offered in primary and reytston

options featuring a 10,/12 neck taper for use with the 10/12 Taper Fernoral Heads,

Til Si'[,uL;tfIdItt:uldLMI-e ut De td wetl T1tiailu I Hip .¥'[i :4t0JA;j r y DI'ss .litftLa, if I

design tures, overaol indications, and materal cumr.;poAs~o Io t: b i A tlegally marketed de.ces for
total hip rept ODMent.
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I). S4M LF7MARY _KTEH )LOGICAL COMPAIsN
! Intended use, .esigr i , I .. mz.erlAs Of It' E I tariatK Hip Jy 4 .i'etiir la: he : ,

miategeted devites ks ed above T;, Eche!o Ttanium Hip System compo irn tawe theS

technological caraderisfics as each of the legaly ma'keted. xc.es lihhed above as indicated for total
hip replacemn-i.



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Smith & Nephew, Inc. MAY 1 5 2008
% Mr. Jason Sells
Project Manager, Regulatory Affairs
1450 Brooks Road
Memphis, TN 38116

Re: K072817
Trade/Device Name: Echelon Titanium Hip System
Regulation Number: 21 CFR 888.3358
Regulation Name: Hip joint metal/polymer/metal semi-constrained

porous-coated uncemented prosthesis
Regulatory Class: Class II
Product Code: LPH, MBL, JDI, MEH, JDJ
Dated: May 12, 2008
Received: May 13, 2008

Dear Mr. Sells:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health's (CDRH's) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH's Office of Surveillance and Biometric's (OSB's) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems
at (240) 276-3464. You may obtain other general information on your responsibilities under the
Act from the Division of Small Manufacturers, International and Consumer Assistance
at toll-free number (800) 638-2041 or (240) 276-3150 or the Internet address
http://www.fda. gov/cdrh/industry/support/index.html.

Sincerely yours,

Mark N. Melkerson
Director
Division of General, Restorative

and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications for Use

540(k) Number Oi kndowo)

Device Name: Echiek; filaniufn Hip Sysye- f

Indications for Use:

The chrior- Ttanium Hip Systern s irdi;todj : Jar lndi duals uFndergoing :rimar, and
reflon. sL~fl a wrk. oftme l~ealm'u¢S or devices hme fie n ¢abi~i/atin8 FhlpS
damaged 8s a r esullt ¢ Irauma or noinlfarmmalory dgeneralive joint di sease INIJ')Di or
any of its compos.e diagnosas ¢ostf adhril~ s av..salar neumis.. rautumEatk a ihrits
slip.d ca¢al. epiphvsVs, fuied hTip, frw[tire o he pevis. and la :ruophic Variani

Hip cornp:eni''s are a[so indicatd for infiarmrialor degenerafive ] cnt d~ese inc ding
rheumaoid arhritis. arthrtis S.ocdaWry o a vanOly of diseases and anomehes ,rd

cangenital dyspiasial old, reroe o lyey.ltis Mttl an extended drainaged-fre; pericd, In
which case, the p~aiiwt shouk be, warned of an- a-bove normal danger of inlrf ,i'
posloperativety;. trepaiments o- nonunion, ferorat neck ffacdure and (rochanterc ira:vres
o¢ the proximal femu¢ 'ith head involvement 1haI are unn'inaneanbe using other
tethniqe, endoposthesis, femora asleovIvomy, or Girdt lesnedor: fracture
di slcal'ion of 1he Np; a.nd corr(r ;an -f defrrlnmW

T. theirt Titarnlto Hip Sp.emn is ilended bor singe use oW and Impianted wih~out
bone comeni.

Prescophion Use X AND/OR Over-The-Counter Use
[Parl 21 CFR 801 Subpart D] t1 CF' R807 Subpartl

IPLEASE DO NOT WRITE BELOW THS LINE - CONTINUE ON ANOTHER PAG iF Nf NELDD

Corcurrence oCD t, ~O.reof Deve Evaluation (ODESI

(Division Sign-Off)
Division of General, Restorative,
and Neurological Devices
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